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and 114 mg, or 272 µg and 227 mg, re-
spectively. 

(b) Sponsors. See Nos. 050604 and 
065274 in § 510.600(c) of this chapter. 

(c) Conditions of use—(1) Dogs—(i) 
Amount. A minimum of 6 µg of 
ivermectin and 5 mg of pyrantel (as 
pamoate salt) per kilogram (2.72 µg and 
2.27 mg per pound) of body weight. 

(ii) Indications for use. To prevent ca-
nine heartworm disease by eliminating 
the tissue larval stages of Dirofilaria 
immitis for up to a month (30 days) after 
infection and treatment and control of 
adult ascarids Toxocara canis and 
Toxascaris leonina, and adult 
hookworms Ancylostoma caninum, A. 
braziliense, and Uncinaria stenocephala. 

(iii) Limitations. Use monthly. Rec-
ommended for dogs 6 weeks of age and 
older. Federal law restricts this drug to 
use by or on the order of a licensed vet-
erinarian. 

(2) [Reserved] 

[58 FR 8542, Feb. 16, 1993, as amended at 61 
FR 15186, Apr. 5, 1996; 61 FR 59004, Nov. 20, 
1996; 62 FR 63270, Nov. 28, 1997; 66 FR 35756, 
July 9, 2001]

§ 520.1197 Ivermectin sustained-re-
lease bolus. 

(a) Specifications. Each sustained-re-
lease bolus contains 1.72 grams of 
ivermectin. 

(b) Sponsor. See No. 050604 in 
§ 510.600(c) of this chapter. 

(c) Related tolerances. See § 556.344 of 
this chapter.

(d) Conditions of use in ruminating 
calves—(1) Amount. Administer one 
bolus per calf weighing at least 275 
pounds (lb) (125 kilograms (kg)) and not 
more than 660 lb (300 kg) on the day of 
administration. 

(2) Indications. For treatment and 
control, throughout the grazing season 
(approximately 130 days), of gastro-
intestinal roundworms Haemonchus 
placei, Ostertagia ostertagi (including in-
hibited fourth-stage larvae), 
Trichostrongylus axei, T. colubriformis, 
Cooperia spp., Nematodirus helvetianus, 
Bunostomum phlebotomum, 
Oesophagostomum radiatum; lungworms 
Dictyocaulus viviparus; grubs Hypoderma 
spp.; sucking lice Linognathus vituli, 
Solenopotes capillatus; mange mites 
Psoroptes ovis, Sarcoptes scabiei, and 
ticks Amblyomma americanum.

(3) Limitations. The bolus was specifi-
cally designed for use in cattle; do not 
use in other animal species. Calves 
must be ruminating and older than 12 
weeks of age. Do not administer to 
calves weighing less than 275 lb (125 
kg). Do not administer a damaged 
bolus. Because a milk withdrawal time 
has not been established, do not use in 
female dairy cattle of breeding age. Do 
not slaughter cattle within 180 days of 
treatment. Consult your veterinarian 
for assistance in the diagnosis, treat-
ment, and control of parasitism. 

[61 FR 67452, Dec. 23, 1996, as amended at 62 
FR 63270, Nov. 28, 1997; 65 FR 45876, July 26, 
2000]

§ 520.1204 Kanamycin sulfate, 
aminopentamide hydrogen sulfate, 
pectin, bismuth subcarbonate, acti-
vated attapulgite suspension. 

(a) Specifications. Each five milliliters 
of suspension of the drug contains: 100 
milligrams of kanamycin as the sul-
fate, 0.033 milligram of 
aminopentamide hydrogen sulfate, 25 
milligrams of pectin, 250 milligrams of 
bismuth subcarbonate, and 500 milli-
grams of activated attapulgite. 

(b) Sponsor. See No. 000856 in 
§ 510.600(c) of this chapter. 

(c) Conditions of use. (1) It is adminis-
tered orally to dogs for the sympto-
matic relief of acute bacterial diarrhea 
caused by kanamycin-susceptible orga-
nisms. 

(2) The drug is recommended for use 
at the rate of one teaspoonful (5 milli-
liters) of suspension per 20 pounds of 
body weight every 8 hours. Animals 
weighing under 10 pounds should be 
given one-half the above amount every 
8 hours. The initial dose should be 
twice the amount of a single dose. Max-
imum dosage should not exceed three 
times the recommended dose. 

(3) For use only by or on the order of 
a licensed veterinarian. 

[40 FR 13838, Mar. 27, 1975, as amended at 53 
FR 27851, July 25, 1988; 56 FR 8710, Mar. 1, 
1991; 64 FR 403, Jan. 5, 1999]

§ 520.1205 Kanamycin sulfate, pectin, 
bismuth subcarbonate, activated 
attapulgite tablets. 

(a) Specifications. Each tablet con-
tains 100 milligrams of kanamycin (as 
the sulfate), 25 milligrams of pectin, 
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250 milligrams of bismuth subcar-
bonate, and 500 milligrams of activated 
attapulgite. 

(b) Sponsor. See No. 000856 in 
§ 510.600(c) of this chapter. 

(c) Conditions of use—(1) Amount. One 
tablet per 44 kilograms (20 pounds) of 
body weight every 8 hours. Maximum 
dose 3 tablets every 8 hours. For ani-
mals under 22 kilograms (10 pounds) 1⁄2 
tablet every 8 hours. The initial load-
ing dose should be twice the amount of 
a single dose. 

(2)Indications for use. For the treat-
ment of bacterial enteritis caused by 
organisms susceptible to kanamycin 
and the symptomatic relief of associ-
ated diarrhea in dogs. 

(3) Limitations. Federal law restricts 
this drug to use by or on the order of a 
licensed veterinarian. 

[56 FR 8710, Mar. 1, 1991]

§ 520.1242 Levamisole hydrochloride 
oral dosage forms.

§ 520.1242a Levamisole hydrochloride 
drench and drinking water. 

(a) Specifications. Each package con-
tains either 9.075, 11.7, 18.15, 46.8, or 
544.5 grams of levamisole hydro-
chloride. 

(b) Sponsors. Approval for sponsors in 
21 CFR 510.600(c) for use as in para-
graph (d) of this section as follows: 

(1) See 043781 for use of 46.8 gram 
package as in paragraph (d)(1) of this 
section, for 11.7 and 46.8 gram packages 
as in paragraph (d)(2) of this section, 
and for 9.075 and 18.15 gram packages as 
in paragraph (d)(3) of this section. 

(2) See 000061 for use of 46.8 and 544.5 
gram packages as in paragraph (d)(1) of 
this section, for 11.7, 46.8, and 544.5 
gram packages as in paragraph (d)(2) of 
this section, and for 18.15 gram package 
as in paragraph (d)(3) of this section. 

(3) See 057561 for use of 46.8 and 544.5 
gram packages as in paragraphs (d)(1) 
and (d)(2) of this section. 

(c) Related tolerances. See § 556.350 of 
this chapter. 

(d) Conditions of use. It is used as an 
anthelmintic at 0.365 gram per 100 
pounds of body weight as follows: 

(1) Cattle—(i) Amount. As a single 
oral dose drench using 46.8 or 544.5 
gram packet. 

(ii) Indications for use. Anthelmintic 
effective against the following nema-
tode infections: Stomach worms 
(Haemonchus, Trichostrongylus, 
Ostertagia), intestinal worms 
(Trichostrongylus, Cooperia, 
Nematodirus, Bunostomum, 
Oesophagotomum), and lungworms 
(Dictyocaulus). 

(iii) Limitations. Conditions of con-
stant helminth exposure may require 
retreatment within 2 to 4 weeks after 
the first treatment. Do not slaughter 
for food within 48 hours of treatment. 
Not for use in dairy animals of breed-
ing age. Consult your veterinarian be-
fore using in severely debilitated ani-
mals. Consult your veterinarian for as-
sistance in the diagnosis, treatment, 
and control of parasitism. Prepare so-
lutions for use as follows: 

(a) Dissolve contents of 46.8 gram 
package in water to provide 1 quart (32 
fluid ounces) of drench solution and ad-
minister as a drench at 1/4 ounce per 
100 pounds of body weight as a single 
oral dose. 

(b) Dissolve contents of 46.8 gram 
package in water to provide 8.75 fluid 
ounces of concentrate solution and ad-
minister as a drench at 2 milliliters per 
100 pounds of body weight as a single 
oral dose by syringe. 

(c) Dissolve contents of 544.5 gram 
package in 3 liters of water and admin-
ister as a drench at 2 milliliters per 100 
pounds of body weight as a single oral 
dose. 

(2) Sheep—(i) Amount. As a single 
oral dose drench using 11.7, 46.8, or 544.5 
gram packet. 

(a) Indications for use. Anthelmintic 
effective against the following nema-
tode infections: Stomach worms 
(Haemonchus, Trichostrongylus, 
Ostertagia), intestinal worms 
(Trichostrongylus, Cooperia, 
Nematodirus, Bunostomum, 
Oesophagostomum, Chabertia), and 
lungworms (Dictyocaulus). 

(b) Limitations. Dissolve in 1 gallon 
(128 fluid ounces) of water and admin-
ister as a single drench at 1 ounce (0.365 
gram) per 100 pounds of body weight; 
conditions of constant helminth expo-
sure may require re-treatment within 2 
to 4 weeks after the first treatment; do 
not slaughter for food within 72 hours 
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